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In his introductory remarks at this one-day symposium, the President, Dr M A Cooke, welcomed visitors from several scientific bodies and expressed the wish that the discussion would cover testing of consumer goods and industrial chemicals, but not pharmaceuticals, for which there were more established protocols in existence. He emphasized that there should be no attempt at a code of practice, but rather that each individual should be enabled to form his own judgment after full and open discussion. He recalled the difficulty in extrapolating animal test data and human experience and expressed the view that a physician with a knowledge of toxicology should be an essential member of any product safety evaluation group, for only he can anticipate the response of the unfit or sick subject as well as the 'normal' subject to the material under consideration.
Ethics are defined as the science of morals, which in turn are concerned with the distinction between right and wrong, and the present meeting was to study ethics in this sense and not in the traditional 'medical ethical' sense.
The purpose of the meeting was to assist physicians and others involved in product safety testing to perform their task with humanity and proper ethical consideration. 'Involved' implies those who use the results of the tests as well as those who require them.
The first paper was by Dr M Sharratt who spoke on methods of investigation using laboratory animals. In answering the question of what has led us to the present spate of demand for toxicological investigation and what is toxicological evaluation and testing, he emphasized the changes in society's attitude towards an increasing awareness of risk. Legislative control was demanded, not only for materials such as pharmaceuticals and pesticides, but also for food additives, cosmetics and industrial products. Legislation concerning product liability had increased the demand for testing. Toxicologists are, however, becoming increasingly concerned that tests are being demanded which are not necessarily productive of meaningful results -some demands may arise from political or commercial considerations.
Before deciding on an evaluation there should be a full collection of information. Chemical composition should be defined and use and exposure evaluated. The toxicity of similar products should be considered. The term 'test', which implies pass/fail, could better be substituted by the term 'evaluation by investigation'. It is important for those who evaluate the data to have expert judgment on the significance of abnormalities seen in animals to disease which occurs or could occur in man; evaluations should aim at interpreting the animal and other data in relation to the hazard to man, at the control of hazard and at development of knowledge which will help in first aid and medical treatment of those accidentally over-exposed. Ethical considerations demand that the tests should be carried out scientifically rather than by rote, and the extent of the experiment and cost thereof should be consistent with the degree of risk. The design of the experiment should be relevant to use or foreseen misuse, the size of exposed population and the anticipated seriousness of adverse effects.
There were large numbers of industrial chemicals and food additives which had not been fully evaluated and the public was increasingly aware of the inherent dangers. There was now a demand for safety assurance where previously there had been a tacit approval to wait until something occurred. The Health and Safety at Work etc. Act (1974) did not define how or what investigations should be done. The intentions were to draw up lists or guidelines later on.
Future law on strict product liability may well affect the level of testing undertaken. All such measures will of necessity increase testing, but will they necessarily improve the safety situation?
While many accept animal and human testing for what are considered 'essential' materials, such as pharmaceutical and industrial chemicals, it is sometimes claimed that there is no such need for materials such as toiletries and cosmetics, for they are not considered essential or by some even necessary. Dr A J Jouhar described his studies in collaboration with Dr Jean Graham of the Department of Experimental Psychology at the University of Oxford on 'Cosmetic benefits'. To the extent that safety-in-use of cosmetic ingredients and products is the. principal consideration, tests for ultimate toxicity may not be required. Dr Jouhar indicated that the benefits are greater than might be expected. Apart from skin health and personal hygiene benefits, the psychological effects may be important. He considered the three aspects of self-image, others' perceptions and interpersonal attraction.
Dr Jouhar described experiments of a panel type which indicated that people expect physically if) 1981 The Royal Society of Medicine attractive people to be kinder, more sociable and more sensitive and then described his own work which was concerned more with the normal everyday use ofa standard range of cosmetics. The principal findings were that: facial make-up and hair care lead to more favourable ratings of appearance and personality; and that there is no appreciable difference in how males and females react to the use of cosmetics by women, except for rating how sociable and how interesting (for make-up) and how poised (for hair) they thought the stimulus persons were. In respect of selfperception, physical attractiveness and self evaluation were positively correlated.
A point which emerged was that if one's personality is assessed more favourably, there may be a positive feedback to the self image, but this required further investigation. The current experimental work supports the thesis that cosmetic use directly or indirectly enhances others' perception of favourable personality characteristics, and the major benefits associated with the use of cosmetics justify employing test procedures in animals and where possible in man to assure safety-in-use of cosmetic ingredients and products.
Dr Duncan Murray discussed the dilemmas facing physicians. By encouraging his audience to participate in a discussion of a real-life social problem, he demonstrated the common links in personal and professional dilemmas. He indicated that there were also practical questions which may be of a non-technical or philosophical nature. It would be recognized that there are many correct ways of performing our tasks and one should take due account of the example of senior colleagues and study the opinions of others.
In forming any opinion several elements should be considered: acceptability to others; culpability for damage to others; promotion of group discussion for sharing understanding; decision on who is to tell whom and when; choice of best channel for communication; use of a professional approach in expressing opinions avoiding undue dogmatism; identification of future changes in standards and techniques; consideration of both short-and long-term risks and gains and to whom they apply; recognition of the difficulties in objectivity.
Mr N J Van Abbe related his experience with an ethical panel for scrutinizing proposals for human volunteer studies within an industrial concern. He stressed that such a panel was no substitute for an investigator's own professional ethics and, indeed, that the panel should rarely if ever have cause to reject an application. Panel members (e.g. five in total) should preferably have experience of ethical panel working in an academic or clinical environment, along with some experience of the varieties of scientific activity involved. The panel's attention should be strictly confined to the ethical aspects of particular experimental studies and in no sense concerned with approval for marketing. Generic approval might be given for frequently required minor procedures, e.g. superficial venesection under appropriate supervision.
A suitably experienced staff member should serve as panel secretary to aid smooth working and ensure that documentation is relevant, complete and concise. Panel meetings are probably unnecessary, approvals being sought entirely by post. Management support is needed to ensure that all proposals for volunteer studies are subject to panel scrutiny, except for specified exemptions (e.g. tasting tests with product modifications confined to approved flavour additives). Arrangements for speedy processing of applications are essential to ensure good collaboration. Design of suitable consent forms is essential for volunteer experimentation, and scrutiny of an application by the ethical panel should take into account the proposed method of securing informed consent.
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